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for a very long or indefinite period of 
time, the physician shall set forth this 
determination and the reasons for it in 
the written statement to the MRO. 

(g) The MRO shall seriously consider 
and assess the information provided by 
the physician in deciding whether the 
donor has a medical condition that has, 
or with a high degree of probability 
could have, precluded the donor from 
providing a sufficient amount of urine, 
as follows: 

(1) If the MRO concurs with the phy-
sician’s determination, then the MRO 
shall declare that the donor has not 
violated the FFD policy and the li-
censee or other entity shall take no 
further action with respect to the 
donor; 

(2) If the MRO determines that the 
medical condition has not, or with a 
high degree of probability could not 
have, precluded the donor from pro-
viding a sufficient amount of urine, 
then the MRO shall declare that there 
has been a refusal to test; or 

(3) If the MRO determines that the 
medical condition is highly likely to 
prevent the donor from providing a suf-
ficient amount of urine for a very long 
or indefinite period of time, then the 
MRO shall authorize an alternative 
evaluation process, tailored to the indi-
vidual case, for drug testing. 

Subpart F—Licensee Testing 
Facilities 

§ 26.121 Purpose. 
This subpart contains requirements 

for facilities that are operated by li-
censees and other entities who are sub-
ject to this part to perform initial tests 
of urine specimens for validity, drugs, 
and drug metabolites. 

§ 26.123 Testing facility capabilities. 
Each licensee testing facility shall 

have the capability, at the same prem-
ises, to perform either validity screen-
ing tests or initial validity tests or 
both, and initial drug tests for each 
drug and drug metabolite for which 
testing is conducted. 

§ 26.125 Licensee testing facility per-
sonnel. 

(a) Each licensee testing facility 
shall have one or more individuals who 

are responsible for day-to-day oper-
ations and supervision of the testing 
technicians. The designated indi-
vidual(s) shall have at least a bach-
elor’s degree in the chemical or bio-
logical sciences, medical technology, 
or equivalent. He or she shall also have 
training and experience in the theory 
and practice of the procedures used in 
the licensee testing facility, and a 
thorough understanding of quality con-
trol practices and procedures, the re-
view, interpretation, and reporting of 
test results, and proper remedial ac-
tions to be taken in response to detec-
tion of abnormal test or quality con-
trol results. 

(b) Other technicians or non-tech-
nical staff shall have the necessary 
training and skills for their assigned 
tasks. Technicians who perform urine 
specimen testing shall have docu-
mented proficiency in operating the 
testing instruments and devices used 
at the licensee testing facility. 

(c) Licensee testing facility per-
sonnel files must include each individ-
ual’s resume of training and experi-
ence; certification or license, if any; 
references; job descriptions; records of 
performance evaluations and advance-
ment; incident reports, if any; results 
of tests that establish employee com-
petency for the position he or she 
holds, including, but not limited to, 
certification that personnel are pro-
ficient in conducting testing in accord-
ance with manufacturer’s most recent 
instructions for the instruments and 
devices used and tests for color blind-
ness; and appropriate data to support 
determinations of honesty and integ-
rity required by this part. 

§ 26.127 Procedures. 
(a) Licensee testing facilities shall 

develop, implement, and maintain 
clear and well-documented procedures 
for accession, shipment, and testing of 
urine specimens. 

(b) Written chain-of-custody proce-
dures must describe the methods to be 
used to maintain control and account-
ability of specimens from receipt 
through completion of testing and re-
porting of results, during storage and 
shipping to the HHS-certified labora-
tory, and continuing until final dis-
position of the specimens. 
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(c) Licensee testing facilities shall 
develop, implement, and maintain 
written standard operating procedures 
for each assay performed for drug and 
specimen validity testing. If a licensee 
testing facility performs validity 
screening tests, the licensee testing fa-
cility shall develop, implement, and 
maintain written standard operating 
procedures for each test. The proce-
dures must include, but are not limited 
to, detailed descriptions of— 

(1) The principles of each test; 
(2) Preparation of reagents, stand-

ards, and controls; 
(3) Calibration procedures; 
(4) Derivation of results; 
(5) Linearity of the methods; 
(6) Sensitivity of the methods; 
(7) Cutoff values; 
(8) Mechanisms for reporting results; 
(9) Controls; 
(10) Criteria for unacceptable speci-

mens and results; 
(11) Reagents and expiration dates; 

and 
(12) References. 
(d) Licensee testing facilities shall 

develop, implement, and maintain 
written procedures for instrument and 
test setup and normal operation, in-
cluding the following: 

(1) A schedule for checking critical 
operating characteristics for all instru-
ments and validity screening tests; 

(2) Tolerance limits for acceptable 
function checks; and 

(3) Instructions for major trouble-
shooting and repair. 

(e) Licensee testing facilities shall 
develop, implement, and maintain 
written procedures for remedial actions 
to be taken when systems, and instru-
mented and non-instrumented tests are 
out of acceptable limits or errors are 
detected. Each facility shall maintain 
documentation that these procedures 
are followed and that all necessary cor-
rective actions are taken. In addition, 
each facility shall have systems in 
place to verify all stages of testing and 
reporting and to document the 
verification. 

§ 26.129 Assuring specimen security, 
chain of custody, and preservation. 

(a) Each licensee testing facility 
must be secure at all times. Each li-
censee or other entity shall have suffi-

cient security measures in place to 
control access to the licensee testing 
facility and to ensure that no unau-
thorized personnel handle specimens or 
gain access to the licensee testing fa-
cility’s processes or areas where 
records are stored. Access to these se-
cured areas must be limited to specifi-
cally authorized individuals whose au-
thorization is documented. All author-
ized visitors and maintenance and serv-
ice personnel shall be escorted at all 
times while in the licensee testing fa-
cility. 

(b) When specimens are received, li-
censee testing facility personnel shall 
inspect each package for evidence of 
possible tampering and shall compare 
information on the specimen con-
tainers within each package to the in-
formation on the accompanying cus-
tody-and-control forms. Licensee test-
ing facility personnel shall attempt to 
resolve any discrepancies identified in 
the information on specimen bottles or 
on the accompanying custody-and-con-
trol forms. When resolving any discrep-
ancies, licensee testing facility per-
sonnel shall obtain a memorandum for 
the record from the specimen collector 
involved in the discrepancy to docu-
ment correction of the discrepancy. 
This memorandum must accompany 
the specimen(s) and custody-and-con-
trol forms to the HHS-certified labora-
tory if the specimen(s) must be trans-
ferred. 

(1) Indications of tampering with 
specimens in transit from the collec-
tion site, or at a licensee testing facil-
ity, must be reported to senior licensee 
or other entity management as soon as 
practical and no later than 8 hours 
after the indications are identified. In 
response to a report, licensee or other 
entity management personnel shall ini-
tiate an investigation to determine 
whether tampering has occurred. 

(i) If the investigation determines 
that tampering has occurred, licensee 
or other entity management shall en-
sure that corrective actions are taken. 

(ii) If there is reason to believe that 
the integrity or identity of a specimen 
is in question (as a result of tampering 
or discrepancies between the informa-
tion on the specimen bottle and on the 
accompanying custody-and-control 
forms that cannot be resolved), the 
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